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stevens.ti.na@epa . .gov; Diat-Sanchtt.David@.epa.gov; cascio.wayne@cpa.gov; 
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Research 

Study Contact telop.hone numb•r: (919) 966·6257 (Micha<1 Madden) 
Srudy Contact email: madden.michael@epagov 

What are some general tb.irtcs you should know about research? 
Rcscan:b is designed to gain scientific infonnation that roay help other people in the futtu:e. You 
may not receive any direct benefit ti:otn participating. ·'fbere a1so may be risks. 

You may refuse to >:alee part in research. 

Details are discussed below. It is important that you understand this information so that you can 
make an i.nfonned cboic.e. You wi11 be given a copyo(this consent form. You should ask the 
researchers named above, or staff members who may assist them, any questions you have about 
this study at any time. 

What i:5 the purpose of this soecimen reoosjtoey or "bi?baols?" 
Research with blood, tissue, tell$ or body fluids{specimens) can help researchers understand 
how the human body v.-orks.. Resea(Ch can also answer other questions by using specimens. 
R..;earchers may develop new te$!S 10 fmd diseases, or new ways 10 treat diseas.,;. In the futUI<:, 
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ruelltll may bclp ro d011elop new proclucu, such ao dNp. Specimens ar<: commonly used f<>r 
a-Oc: ruelltll. Sometimes~ ooUeo:t and SU>te many opeeimens IO&ether and usc 
lbem f« clilfem11 kinds of research, or $ban: lbem wilh olhcr O<icnrisu; Ibis is called a speeimc:n 
n:posilory « "biobonk." 

All specimens for this srudy will be labeled "''"' your study subject number lhat does 001 include 
pct101)&I identification infor.:na1ioo and v.iU be stored in a rcposi10ry where only project 
memben wilt bave access to the specimens. 'There is a need to store specimens in such a 
rcposiiOI)' bocausc Ibis will be an ongoing S1udy wberc specimens from subjects will be collected 
over an exetndod period of time. Storing of specimens allows for all speeim= to be processed 
at the same time. 

lt also makes it possible to keep any remaining speclmetU in our biobank indefinitely and allows 
our ac:ientists the opportunity to further study these specimens with as yc:t unknown questions 
and tcch.niquca. Research studies and questioM in whicb the specimens may be used bavc oot 
yet been dcttrmin:d. These-studies may involve genetic research. Genetic research is about 
rmdi."'lg the specific location of genes, teaming how genes work, and investigating relationships 
between a cenoin gene and lhe environment <>r people'• bAbill and die~~, and dilferenr diseases. 

Ho• !!Ill tb! tpsdmms be colkcted? 
You: op<eimens will be ooUeo:ted during lhe researcb study lisled on lhe first page of this 
consent. No odclitional specimens will be ooUeo:ted from you. 

Wbat will heppen to tlte specimens? 
Study specimens will be stored in a socurc room wilh restricted aooess otlhe U.S. Environmental 
Ptotoctioo Ajlcnty Human Studies Faciliry IOC<Ited in Chapel Hill, North Corolit.a. The 
specimen will be prepared, labeled with the study subject identincatioo number, a.od stored 
indeflllitely in a freezer for futUle testing under JRBM 07-1768, Repository for S~orage of Human 
Sp~cimen.l. Names of subjec!l associaetd with 10 numbc:rs will be arebivcd and locked; only 
medical and scientific personnel directly associated with thiJ study will have access to this 
infonnation. No personal identifying information will be attached ro the biologiC' fluid specimen. 
Portions or the specimen may be shared with researchers a.t other scientific institutions, however, 
only ooded specimens will be sent and lhe investigator will employ a dara """agreement. Under 
oo cin:omstances will any identifying infoJllllltion be ""'' along with specimens. The decision to 
desaoy lhc spcc:irnc!ls may be made by the inv~ or by you if you notify lhe investigator in 
writin$1hat you no longer want lhe speeimc:ns stored. 

Wb•t aa tht pouiblt beeefiu tG vou? 
Bcodits to you a:e unlikely. Rescarcb is designed to bcocfitiOCicty by gaining new knowledge. 
You will not benefit personally from hAving your speeimc:ns stOred in this biobank. 

\\'bat art tbe pouible risks or dis$9mforts jnvoh'ed wJ1h the we of your specimens? 
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Risk of breach of confidentiality is minimal. You will be assigned a study number which will be 
used for data - not your name. The study number is all that will be entered intO computer 
databases. All paper files which may contain your name or screening number are secure in 
locked file cabineiS in the E.PA building which has limited access 24 hours/day. A numeric 
coding system will be used to ensure that you cannot be directly identified from the specimens 
alone. If we collect genetic infonnation from the stored specimens, there is also a potential risk 
for some of your relatives and oQther members of your ethnic group, since they share some of 
your g.enetic makeup. 
Willtbm bt !DY cost to you for storact of the 'P«irnens? 
There wiU be no cost to you for the storage and use of the specimens for resca.."'Ch p\U']X)S·es. 

WID you aWn aa:rthing for the use of your mec'i.mms"! 
You will oot receive any additional compensation for bavillg your specimens stored in this 
biobank. 

Who owns the .spedmt:n~? 
Any blood, body fluids, cell or tissue specimens obtained for the purpose of this study become 
the exclusive property of The U.S. Environmental Protection Agency and will be stored under 
JRB# 07-1768. Repository for Storage of Human Spt.cimtn.f. The researchers may retain, 
preserve or dispose of these Specimens and may use these specimens for research that may result 
in commercial applications. There are. no plans to compc.-nsate you for any future commercial 
use of these specimens. 

Bow will vou.r pri~·acy he pmt~ctcd? 
You wiU be assigned a study id:entification nwnber. Names of subjects associated with JD 
nwnbers v.'ill be ru:chived and l(leked; ooly medical and scientific personnel a.o;sociated with this 
study witl have access to this information. No p<;sooal identifYing information will be attached 
and/or n:corded in the data log :sheets) biologic specimens. or eleclrOnic data se-ts. No subjects 
wil! be identified in any report or publication about this study. Although every effort will be 
made to keep research records private, there may be times wben foderal or state law requires the 
disclosure of such records, including petSOnal infom>.ation. This is vezy unlikely, bui if 
disclosure is ever required, the U.S. Environmental Protection Agency IUld UNC-Cbapel Hill 
will take steps allowable by law to protect the privacy of personal information. ln some cases. 
your infonnation in this research study could be reviewed by representatives of the University, 
research spc:msorS. or government agencies for purposes such as quality contro! or safety. 

Study specimens wHI be stored in a secure room v.ith restricted access. The saa:p!e wiU be 
prepared and stored indefinitely in a freezer for future testi.ng. Portions of the spcx:imens may be 
shared with researchers at other scientific institutions, however, only coded specimens will be 
sent. Under no circumstances will any identifying information be sent along with specimens to 
out<ide investigatotS. All medical records generated during this study "'ill be kept in the medical 
records office at the EPA Hwnan Studies Facility. The Medical Siation is locked when not 
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anended by study 5l2.ff. and the EPA Human Studies facility has limited access to aulhol Uccl 
individuals only, 24 hounfdoy for 7 <Ioyst....,."-

If 'enelic information is obained from your stored specimens, A Fedcnollaw called the Genelic 
lnfonnalion Nondiscrimination Act (OlNA) generally makes il illegal for heahh insurance 
companies, group bealtb plw, and most employers to discriminate agalnSI you based on your 
genetic information. GINA docs oot protect you against genetic discrimination by companies 
that sell life insurance, disabili<.y insurance, or long-tenn care insurance. GINA also does not 
protec-t you against discrimin:Ltion based on an already-dla&nosed aeneric condition or disease. 

wm ratanhen seekappropl fro• yow to do futRre stadies Jgvotrlpc tbe specimens! 
By signing this COOlSCiJ1 form, you ..., cMn& your pcnn;..sion for,._.,~ to use your 
specimens as described above. Current and future rese&cb is ovorscon by a commjnee e.alled the 
Institutional Review Boord (IRB). The role of the lRB is to prot<CI the rights and we~ of 
reacorcb panicipon!S. In some cases, the 1RB may require !hal you be TC><>Ontacted and asked for 
your consent to use your specin:>cns in a specific rese:ucb study. You ))ave the right, at !hal 
ful\lre time, not to participate in any research study for which your CODJent is sought. Rcfusal10 
pa.rtieipate will not affcx:t your medical care or ~ult in loss ofbene(its to which you are entitled. 

Wjll you ~Ceive l"UuJtf from tfSRITCh involving your !DSQmtllJ? 
Most research "'ith your specimens is not expected 10 yield new information tha: would be 
meaniAgfulto share -with you pcnonally. There are oo plans 10 re-coniiCI you o: otbcr subjects 
with information about rcsean:h results. 

Cy you wjtbdraw tile JRcsim ~~~ fto!Jl the rescart'b. apoaitoryt 
If you decide that you no Jona .. wish for the specimens to be storod. you should contact the 
n:sca:cbcrs on the front page of this form. It is best to make your request in writing. 

Ally analysis in progress at tbc time of your request or already performed prior to yow request 
being received by tbe resea.rcbcr wiU continue to be used as part of the research study. Once the 
rcsean:bers have been notified, your remaining specimens would be destroyed. If you do not 
make such a request. the spec:imcns may be stortd rorevcr. The rcsca.rebcrs may choose to 
destroy the specimens at any time. 

What will happep if yoa aa injyud by tbb: resurdt? 
AU fonns ofhlliDIIl health .-.-,cb in""lve some risl: of injury or illness. Despite our bJgb level 
of precaution, you may develop an injury odUness dnc to parucipatina in this study. If you 
develop an injury or illness determined by an appointed US EPA physician 10 be due to your 
participation in this research, the US EPA will reimburse: your medical expenses to treat the 
injury or illn= up to SSOOO. lfyou believe your injury or· illness wu due loa Jack ofreasoMblc 
care or other negligent action, you bave the riglltto pursue legal remedy. The Fedenol Tort 
Claims Act, 28 U.S.C. 2671 et. Seq., provides for money damage• against the United States 
when personal injury or property loss result$ from the oeg)igcnt or wrongful act or omission of 
any employee of the EPA wbilc acting within the scope of his or her employmen: Signing this 
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coosent fonD does not wahoe any of )'OIU lepl riglus 0< release the in•,..igator, the spoosor, the 
institution. or its agents fiom U..bility for negligence. 

If a resea.reb rela!ed injucy or illness occurs, you should oontaet the Director of the EPA 
NlffiERL Human Research Protocol Office at (919) 966-6217. 

Who is 5oonsoring til is mtaah 1 
This ~searth is funded by the United States Environmental Pro~oo ll&ency. Several of the 
investigators ir.cluding lhc Prio.cipallnvesbgator are fedc:ral <mployces. The researchers do DO~ 
however, have a direct !inan<ial int.- in the final ..sults of the study. 

Wbet ifvov. bave o-aatioas abogt tbh !"!!(:!Teh! 
You have the ri&h' to 11$1;, ODd hive-_ any quesbons you may have about this research. I! 
you have questjoos, you abould contoet lhc rescarcbcrs lisled on the finl Pl&• of this foan. 

What if you. hal·e qoatioa! about yosr rights as a researc:b subJWZ 
All research on bumao voiWitcers is reviewed by a comntiuee tJ:wt works to protect your rightS 
and welf~. Lf you have qucstiow or concerns about your rigbts os a ~ean:h subject you may 
conm~ anonymously if you wish, the institutional Review Board at 919·966-3113 or by ... mall 
to lRB _ subjects(@uoc.edu. You may also contact the Director of the EPA NHEERL Human 
Research Protocol Office at 919-966-6217. 
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---------------------------------------Tl!h of JtQsly: C~opulmooaJ11 Rcspooscs to Exposure to Ozone and Diesel Exhaust w;th 
Modm.te Exereise in Healthy AdultS 

PrigciDie investigator. Tina Stevens, PhD 

Suhiufs Acrument: 

I bl'"' read the infonnatioo p<OY-idecl ol>ove. I have asked all the questions I have at this time. I 
voluntarily- to participet.e. I asrcc to my specimer(s) bci.na siOrod with the identifYing 
oodc(s). 

Signature of Research Subject Date 

Printed Name of Research Subject 

Sipture of Reseat<b Team Member Obtaining Consent 

Printed Name of Rcsoarch T eom Member Ob1aining Conseat 

Page6of6 


